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iBSTBiCI f 

Sight sclf'^cbntained lessors prcscBt inforiatiOD 
aboat topics of oaxrent interest in the Pood a^d Drog IdsinistratfoDe 
Haiti djlsciplioaiir in nature, the lessons c^-te integrated into 
ongoing activities in el#feentarr or secondary level reading, sath, 
langoage arts, social stedies, science, art, health, ccnsaier 
education, and hose e<joBOsicSe The lessons are short dnd independent 
of one another, easilj sodified to grade leve?, and can be osed to 
desonstrata the relevance of daily activities to edacational 
conceptSeThe lessons focas on the folloving topics: n^ntrition, food 
safety, dtag safety (prescription and over-the-counter drags), 
radiological health, cossetics," and hov to sake inferences on labels, 
in nevspapers, and^ ads; to deso&strate a poblic ccncern for safe use 
of sedicines; and to be asare of soor^es of and protection fros 
radiatiics exposure fros electronic {Trodacts in the hose and at 
8chooJl«*For each lessen, inforsatifn is given os grade level, 
objective, skills, saterials, teaching p^ocedares» follo«-«p 
activity, add evtflaation ideas. The backgroand sat^rial iacladed with 
each lesson is aderqaate to enable the teacher to jsse the saterial 
sithojit farther research. (iitJu>r/iT) 



^^^^^^«^aeeeeeei»eeeeeeeeeeeeeee<beee^eeeeeeee#4#ee#«eee#ee#i#e$#e^^e^eeee 
^ Bepro^ections eeppli%d by BDBS are the best that can be sade ^ 
^ ^ fros the original docnsent. ^ 
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Km LESSONS FBOM 7J>k 
OOVTBHTS 

Batrition 

Safety^ 
Drug Safety (Sx a&d OTC) 
Radiological Health 
Oosaetica. . 
Bern to Malta a Coaplaint 



.* ■■ '■ Kim LESSONS FROH FDA 
INTRODUCTION . ' , 

Today*8 world Is rajjidly changing. - we see it eveiyday'in the fqocj we eat, 
the ^dlcine^^e take, and the cosmetics we use, ^We see these irhanges -in 
neW84>aper8, on .television, and especially in the marketplace as a. barrage 
•of new products coiffe tumbling forth* In terms of some of th^se products, 
1906, the year the' Food and Drug Administration was created, seems almost 
prehistoric. 

As food processing moved from the home kitchen and the village shop to large 
factories and processing plants, gaps in ^'nsuaer protection began to ^appear. 
In the same way, the compounding qt drugs by the family doctQr'*is now a * * 
part of the past* Regulations for new dpjgs were needed. In'1938. a sore 
powerful Federal Food, Dmg, and C<^9aetic Act was passed. " As new prob^css 
came Jlong, aiaendments^ere enacted.. -Today, this la^ remains the cornerstone 
in protecting the consumer in situations beyond his itvdividual control. 

Frozen dinners, instant coffee, and enriched foods now taken 'for granted 
were unheard of • There were no miracle drugs ^ ik) plastTic^,^ and perhaps, 

imbnellevable to eleojentary school ciilldren, no television; 

• ' ^ ^.^^^ 

This progress in food technology dnd development of nev drugs increases 
I the responsibilities of Federal agencies which operate solely for the 

protection of the public. Virtually every product in a su'permarket or 
drugstore is in some way regulate^ by FDA. Hew legislation foi# expanding 
consider protection has 'been passed b^j Congress and. a constant vigilance Eust 
be kept by FDA. ' ^ ' ' . // 

.The FDA peop^le are scientists - physicians, chemists, nutritionists, micro- 
biologists, and pharmacologists; they. are conSua^t saf^ety officers-who 
inspect manufacturing plants an4 investigate consumer complaints; they are^ 
lawyers and compliance officer^ who interpret and enforce the laws; they 
are consumer affairs of fleers .trained to work with consumers, educators, 
and comtmicators^ < 

The marketplace for this gountry is no longer madj up of individual things ' 
that individual consumenbuy and. take home* Amenca wants an enriched 
quality of - life* Government and schoo-ls provide regulations ^d education 
. as a team to protect our soci ety. ^ • 

Students need basic *^nformat ion in 6rder to participate^n* the* evolution * 
. and enforcement df laws and regulations in a meaningful way. Government 
caa'prQvi(ie this background. It is an exciting challenge for FDA to be a 
part of an education endeavor for 'studj?nta', .parents', teachers, and coacunity^ 
^ leaders. " . . ' * 

* The mini lessons ^lAcltufed here have been prep^^d by FDA Reglca V. We ^pe 
comauni catlefT "th ro ugb these mini lessonf^s t^^^ginning o' a dialogue 

• betwe^^fT^DA and schools. Consumers 4^0 |tore» tru]^ aware of tiieir "role are 
a basic p^rt of our consumer protectlots^ef lort** ' ^ 

^ i. . 

"Zl^.^:"^' ^^0*' ^ Public Tiealtb. Service 

• Admi-tration, Office of Profe.sio^l and Consvi^r P^^a« 

^ 5600 Piiher* Lane, HTG-l , Rockyille, Maryland 20852 . trograw 

ERIC V 4 ' ■ ' ' . 



PURPOSE 



The prlfary objective of "A* Mini Lesson fro» ^A," is to BSke -available 
to teacH^ra the m^t recent infong^tlon £|>oUt PDA topics of ctirrcnt 
interest^^in such a way that BateriiU will be directly useful in ongoing. 
^urriculA. . " . ' ^ 

/tte MIMI LESSON PLAM 
"A Mini L^son fro« FDA'' involves imaginative teaciy.ng techniques. 

The lessons are: 



- S^brt in duration 

' r "Independent of one another « 

- Self-contained 

T1^ lessons can be: 

- Inteit rated -into ongoiny^^^currlcul^ 



\ 



• - Easily ■o<afi^ to gr»te level 
^ - Coiri>ined to develop an intensive FDA unit 

Tke^lessoitt can be used: 

- In nltldisciplinary ^proaches j ^ 

- To develop various specific skills 

- To ^deMostrate relevancies of noraal daily activities 

IKTEKDISCIFLIHAKT 



When- teadiets review (he les 
facing a choice of selecting 
while topics^ Ip order vo p 
lesson procedures l^ye vultip 
a^ut FDA. The mdM. iMsons p 
ioDovative teacfaer'by having s 



nfo 



for use in their claaarooa^^tliey vlll be 
ti<m about FDA^r about o'ther worths 
de gisater usefulness to the teachers, the 
purposes i^ich exte^ beydnd teaching^ 
e greater utility for the cie^tiv/riBid 
^ions for developing skills, follow up, 
the teadiers, the inforsstion included 



>vide 



and evaluation. For thk aajofl 

wit^^the les»on will be adequate to use witnout researcn. cxxscing courses 
in-wMeb-^A4fini Lesson Pros FDA*^^ can be integrated are: language arts, 
sodAt studlM, scieiM^, coi»»er education, reading, aath, bealthr^a^ ^tt 



,THE 




MEED pot amxEtn FDA imfphmatiob 



For regulatory agencies to be really effective, knowledge of current and 
proposed '*1«m'* wet becoM a part of tht thinking of the total dtljcenry. 
There is ,neeJ for greeter dtisen recogn/ti9n of their interdependence, one 
with another 4 EdbcetlqD about FDA is s oontinuous^procees. * FDA inforaation 



is Bultidlsc: 



»yiiary in nature. It is for aulti-age levels; all citittns,. 
birth to deacli, heed to know their "rights, and bo«r FDA Improves the quality 
of their Uv«^.« However « eoet edults today depend upon FDA education froe 
IS Mdls messages and froe their own experiences ih the aarket 



tiooal 

place. Few kbow their ^reeponsibilitiee** in the Federal regulatory process. 



Itor the Boet pert, the leeeone ilevelop brdtCd uodentewUog en^ ettltudet ; 
' diej.ere concerned ectlVltlee vlth which* the etodente ere likely to- 
i bf fealllmr. A fev euiiplee exe: y ^ \ 

The etudent irlU: f ' ^ 

* 

- RecogttLxe laportent notrltlonel terse and locate these on 
nutrition Information pansde of food packagea. 
» 

%Obaerve on food labela, differences In nutritional valuet • * 
and recognise the benefits of planning for good nutrltlra. 
^ . . ' . , ^ V 

* Look aore carefullp^et aub tie Inferences on labels, in • ' 

. newspapers, and ada. ' 

« • 

* Diatlngulab between nutrition Idling, ingredient labeling 
and atandanilsed food- l^eling. • 



- Be avar^ of terse .and the type of information cohtained on l^ela 
. of over-the-counter (PTCX medicines and in coMcrclal advertising. 



- BecogRise the apiltltude of OTC drugs in rnnii use, and vill 
respect them as ^tentiallT^harmful dqiga. 

^ Demcmatimtk a public concern for aafe uae of aedicix^es, end vill 
realise important precautions. ^ 

- Be able to identify the risk benefit principle aa it applies 
to <^gnoetic X ray aa a medlcsl aid. 

* ' • 

Be avare of aourcea of and protectiion frra radiation eipo^ure 
•from electronic producta in the home and at acfaool. 



- Identify coMet^like produete' vhldi are regulated aa a drug. 

- lealise the opportunity and reapooaibility to report harmful 
, producu to appropriate regulatory, agendea. 

Mm LBSSWI KglCS 

The m priority education programa- include-the-aubject ^teea for: 



- "^Umu^ nutrition label on canned and padcaged fooda 

- Practical Information on food atorage. and aanitation 
-^.fiuideliaea for preacriptlon aod over-the-coviter dn« aafety 

- Eov to make a complaint to TDA 

The Imteat iaformatiom on use of .elect tonic producta 
• iMf rm gu latl o na on c e am etic producta 



Tte sevra topics. l&doded li| this kit are: s. . ^ 

r^ilffllTiOil: Delng the U.S, RDA (U.S. Eeco^cnded Dally Alloirance^^ 

- FOOD SAFETT: Food Handling Habits In jO&e Bow^ . 

- BBOC SAretT: Pay Attention to Over-the-Counter (OTC) Drug Label 



thformtion. ^ 



X - DtBG SAfin: Handbill <m Drug- Saf «jty ' ^' ' 

- BADIOLOGICAL HEALTH: «m-Dlagnoitlc Badlatlon Safety ; 
^ - COSMETICS: Hew BegulatloM on Cosmetic Products 

- A lEPOKT TO FDA: Suslness Letter to FDA 

RELEVAWT APFBOACHES . ' . . ' 
f 

"In the proecedure si;«gested for'eadi alnl lesson, an atteapt is made: # 

. .-. ' '7 ■ 

1. To begin vltii Ideaa vhljch studentsk already have. 

2. To provide fn Int elating ejcperlence on which ^o build the lesson 

BFEHEHCES . » ' • / 

Teachers my wish to obtain copies of publications listed Inj^ia lesaon 
• relerences* for students to tak^ to their families. Check via yo« FDA 
of f icat far the pub lications availjri>le in qu^ptity. Check with your own 
achool library. fdr the periodical « FDA Consider . / 



FOLLOW DP 



Lessons Include follow up. Based on the interest of the students and/or 
iMsda ideiitifled by^ the teadier, the depth, ycofte and length of the "^alnl 
lesson'* can be modified to Ipclude^re Informs tldn or aore topics. 



gVALOATIOM IH THE CLASSBOOH .\ 

Evaluation suggestions have been included. Teasers can develop or use 
other tedmiqi^ for fudging: 

1. The extent of chsng^s in skills. / , 

m 2. the Imowledge students gain^. 

3. Cfiaages in attitudes toward regulAtory agency functions snd 
servi< 



A WbP OF CAUriOM ^ ' • ^ . ^ 

/ U is possible for the teadier to adjuat the «lnl leason in varioua waya. 

0 Ho«evet» unDscesaary duplication froa grade to g^ade aust be'svoided. The 

plan mt aeitbar be rigid nor directionless . In the overall fi^ of the 
eurriculw^ supervisor or the progrsa directed, tl^ aini lessoite offer both 
variety and perapaetive. 



A MINI LES'sON; f «0M [F^A 

- NUTRITION r ^ . 

/Topic : Using th« 0.y RliA (U.S. RecoMnended Dai-ly Allowance) 
Leveiy Middle and Upper trades 

Objective: > The student *fill giVe consideration to information contained 
• on nutrition labels,' know Tiow to observe differences in nutritional value 
of various foods, and how this can be .used irj^lanning for. good nutritibn. 

. Skills: Adding percentages, using metric systew, and group planning. ^ 

t 

Materials : Nutrition Yardstick which includes chart of U.S. RM aod 
.nutrUion /lofoHMtion on peas (gnwps'and individuals). 

Procedures 

.1. OiA^ide the class into small groups {4-5). 64ve each group a copy of 
the nutrition yardstidc. . \ 

Assign each group Jo collectively gather nutrition labels from food 
products in\the home to be brought jnto class. 

3: Repeat the -procedu^ over severa.V days until each child in the group 
has kept a daMly fecbrd on the Nutrition Yardstick. 

i • 

(a) Each day, identify the group which cones closest to meeting ihe 
total U.S. RDA standards. Make a chart listing nutrient$-orf the . 
chalkboird for the group identified. 

(b) Each member of the grdup should bring something meet the 
requirements therefor causing them to discover the need for' 

•planniog. \ ^ 

(c) Each day, members of tlie winning group mi^t g/t some form of 
special recognition. 

4. PacJcaoed foods to which nutrients have been added or' that make nutri-* ' 
' tionai claims are required to provide nutrition information laiieliflg. 
It should be clearly understood that all food hbels do not provide ' 
"nutrition information." Many foods such as vegetables, fVuits, cereals, 
fish, dairy products, sugar, breads, potatoes, and oils are rich sources 
of nutrients.' . 

( 

Follow Up : .Make a collage of the labels that »^ brought in. Conductr- 
interviews afaiowt nutrition. Find out what kirtds of nutrients are in v 
unpackiged fobds. < 1 ' 

' . / 

^- — — : 

Coda for test answers on page 2 j^^^. True-1,4,6,7 Pal8e«2,3,5 

B. h:ue-l,2,6 Palse-4,5 




O U.S-. DKPMQfBMT OT HEALTH, EDOCXnOM AM) ISLFARE, Public Health Service 
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Evaluation : Use the infonnatlon on the bottom of the Nutrition, Yardstick 
form for testing or disftussion. 

A. Cluster True-False > Mark z T for those statements that are true about 
nutrition labeling *and an £ for those stat^ements that are Talse. 

1. ftoitrition labeling makes' nutrition information available - 

, to everyone who wants to use it. 

* • * 
. ' 2. Nutrition labeling is required of all^foo^s.. 

, 3. The nutrition label lists the types of fats that are ' - 

good for you. . ^ ^ • ^ 

^ 4. The mltrition label shows gercentages Of the U.S. RDA. 

s 

5. Nutrvtion labeling forces everyone to eat things that/ 

are good for them. . . • . 

% ' • * 

6. The nutrition"^ information panel tells how many servir^ 

or portions are in the container. 



^ 7. Calories pfr servf^ig must be shpwn on the nutrition 
Information label . 



1 

Circle true, false, or does fiot say (NS). 


4 . 




1. 


The peas contain 8% of t^e ,U«S^ RDA of niacin. 


T 1 


' NS 


» 2'.. 


The nutrition information listed is. per serving. 


T- 1 


F NS 


3. 


The peas are fortified Lith nutrients. ^ 


T 1 


F NS 


4. 


The U.S. RDA is listedMn'cupfuls. 


_T 1 


F -NS 


5. 


Vit^in A higher In peas than Vitamin C. 


T 


F NS 


> 6. 


The peas contain 1 gram of fat. 


• T 


F NS 



• ft 

Reference; . 

"Food is More Than Just '.Something to Eat,." USIM and HEW in cooperation with' 
the Grocery Manufac-turers of America ai^ the Advertisi^pg Council, 
courtesy of U.S. DHEW/PHS/Food and Drug Administration, Rockville, Hd. 

-^Rejd the Ubel, Set's Better Table" - A 6tHde to Nutrition labeling .from , 
The Food and Drua Atteiini strati on. 
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YARDSTICK 



nutrition taibels and U .S. Recowpended Daily Allowances 
■ Breakfast iLunch IPInner ISnaclcs 



Class: 
Date: 



FOOD W 


ID SIZE 0 


F SERVING OM LABE 


J\ • ' ' ' ■ ' 


Ma«e of Food ^ 
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Serving Size ' 
on Label 














r • 






NUTRIT 


ON INFOR 
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R THE SE 


ftVING SI2 
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Servinq Size 
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Calories 
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Protein 
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Carbohydrate 




















Fat 
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J.o. RtCC 
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Pn/tein 










MliY ALL 








SIZE ^ 


Yiuiiin /T 
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Vittfrin C 
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■ ^ 










ThiMin (B]) 
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\ 








Ribdflavi.n (Be) 




















Nfacin , \ 


t ^ 


















CalciM 




















Iron 
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The foOoiniii dan Ufu'ibc U,S, Rccomroeoded Dftily Allowances - 
' for ^te in aotritioii labtiuif (f-gnun, lU-Imeraatiotial Unit, 
iwg milfipMB, Bsd Bi^|-BiicfDgran). 
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NUTRmOM tNFOftMATION. p«r MTvtng 

8«rving'StM 1 cup ' 8«rvtoot ptr oomtf n«r « 2 

CALORIES 110^ CAAaOHYORATE ^Ogmmt 
PAOlf IN 7 gramt FAT 1 gram 

• PCRCENTAOE Of 8^ RECOMMENDEO 
DAILY ALLOWAlfCES <L/4. RDA) 



PROTEIN 
VITAMIN A 
, VTTAMI^^C 
THIAMINE 

RtnorLAvm 



10 NIADN / 

^ CALCIUM' / 

as IRON \ 

10 PHOSPHORIC 

• MA0NE8IUM 



% 

4 

10 
10 

i 




onsutrtefMEMO 

CURRENT AW0 USEFUL INFORMATION FROM THE^FOOD %ND D^G ADMINlSTRATldN 
? . METRIC MEASURES ON NUTRITION LABELS 



One of the first thkigs oonsumers wiO QOtke nbout the 
oew.initritioo inforroitioii^food labds is that metric 
i^uts ut i»c4 ihroii|)»out These are the o^easuring 
oniU wd in most ol iJbe iForid. . . ) . 

tbb iietric system is l^sed on the decimal system of 

'nmnberi, wfncb ^Involves maples of 10. Thus, k*is 

-wy eo-fo from «iiaD miAs to large, or vice versa, 
by limply Qovisf dedmal points., . * 
'.The Food and Drtig Administration pfescrS^ed ];he* 

^ metric system for mitritkw labeb because tlie ut^ we 
m most' accustomed to, 'the ounce, is too large to 
describe conveniently the^a^iounts of nutrients in foods. 
For intfance, 1 {^#'is ajboot equal to the weigbt of a 
paper clip. If A foocF oootatos 9 ^ams of protein; thdi, 
tK^it^uu^ tUs in oar customary termi, it would be 

* 9/2S ounce. This b just aA exantpk of bow customary 
raeamtaents used for food cosmpos^^ would not 
only be very small but appear as.confQspg fractions. 

" Jbe basic, metric units that consumers will see do 
nofaitioQ labds are grams (units ol m»s we^) 
aad $ters'(ttnitt of vohmie). Metric units of vohxme 
ffl^ appear in the lerving size for liquid fop^ as well 
aa in the container's net ^ume. The ppper portion of 
the label 'iriD use metric uniu in wei^ as grvx^<for ' 
protein, carbot^rdratc'and fat in a serving of food. 

The lower poftkm -of tlK nittrition itiformatto 
gives the percaaa^^ di the US. Recommended Daily 
AOowaaccs of pMeim vitamins^ and min^^'in a 
serving, nd (SocH.not require an^ understandiag of the 
metric _systeoL , * 

' It fliay help to meoi^dze these approximM equiv- 



Ooe OQDoe=28grims * 

Three |nd one-haff ounces^ 100 grams 

Eight ooDCci = 227 gmntt . 

Ooe pound e 454 grams 

On^ the bafic unit is determined, whether grams or 
Iken in the metricsysted. Other multiples are buUt on 
it with suitable praxes. Whenever the prefix 'lulo** 
precedes ^nnk^ it b.1,000 times that un^ Ooe ldk>- 
gram eqoa[ 1,000 grams, for example. 

Soaiafiy, the prdix **tBM^ iocficatet ohe-tbonsandth 
aad **Biicro**,oQe-ihi]lioatli df the basic Imit A mOli- 
ii OBe-tfaaBsaodth of i gram. 



T^i 

14ik>gram = 1 ,000 grams 

1 gram = liOOO ifailligrams^ , 

1 milfi|raffl = 1,000 micrograms 

JTo convert the metrk system into the system, to. 
which 'Americans are more accustoped: \ 
J kilogram = 2.2 pounds 

1 pound = 454 gram " ' ' 

1 ounce = 28 grams 

The other basic unit of metric measuremoit besides ' 
the gram that will b e fo u nd o n nutrit io o l ^ams-tha-- 
liter, us^ tp measure volume. 

A liter i^ a little larger than a quart 

1 ki}oiiter= l,OiDORters ^ ^ ^ ^ 

1 liter = 1,000 milliliter^ - ^ 

To translate tlus system into'th^ one currently used 
9> the Unit^ States: 



Igalipn =3.79Iiten 
1 quart s 



.95 ht^ ^ ^ - 

\ ^ or 950 inilliliters / ^ 

I'-pint = .481tters • : ^ 
. or 480 miililiten ; 

1 cup (8 fiuid ounces) = .241iten 

^ or240iai9iliters' 
1 tablespbpo,^ 1,5 o^^intn ' 

• 1 teaspoon = 5 mfllilitert ' ' iT^ * 

Remeinber i&e saying ''A pint b a pdund, the worl(f 
tround**? Wdl, this b a Vot^^pproxlmation based on 
a volume-weight tela&onship ,of water. .A pint of food" 
that ootttaim nftre fat than water will weigh lets tlttfl^ - 
a pound. • * 

• These same relationships of volume to weight «ikl 
fat to. water carry through to the metric sy^ton. Hm 
is. a nem rwtit^to an old^uying to*help jou remember 
that pints, and hten are volume UMMSuremenu aixi 
pounds and Idlograms are weigitt! ' 

A pint Is a pound the worid arourtd, but 

A^iur is a kUogrtim *' 

When yoi^/e in a metric fdm, * ^ ^ ' 
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iaa, ASDTncmL mrasMAiiaH hxite or telefhone the em office which ^pvES 

TODR STATE. 



ASmtESS TO: CORSUMKK. .^TAIBS 

FOCaTAHD TStoO AimNISTRAXIOf 



XBCUai STATES 



FDA EEGIONAL 
, AHDEESS ; 



TELEFBOME 



CI. MA, ME, 
HH, SI, VT . 



585 Coaaerclal Street 
Bostoja, MA 02109 



(617) 
223-4425 



n EJ, MT» FE " 



III 



I. 



Se, MD, FA, 
TA, HV, DC 



850 Third ic7eaae 
Brookl7a,HT 1123? 



2nd & -Cbestnut Streets' 
1204 U.S. Ctivtoabottse 
Fhlladelphia, PA 19106 



(212) 
788^5000 



(215; 
597-4390 



17 ' AL, pl; GA, KT 

•MS. HC, Sp, TH 

V ; .TL, .IH, m\ 

• MH, OH, WI ■ 



880 W. Feethtree St. , H.W. 
Atlanta, GA 30309 



175 W. Jackson Bouleyard 
Eooa A-1945 
Chicago,^ IL 60604 



(404) 
526-5265 



(312) 
353-1046 



VI 



AE, LA, IM, 
OK, TZ 



3032 Bryan Street 
Dallas, TZ 75204 



C214) 
749-2733 



▼II 



^ IA, .KS, », HE 



1109 Cherry Street 
Kansas City, MO 64106 



-s(816) 
374-5521 



VIII 
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A JifNI LESSON, FROM. PDA 

FOOD syriV - 

Topic : Foodtiandlinq Habits itt the Howfe. . * - 

Level:' WddH an^ Uppen Grades ' \ 

. •. . : - ~ • 

Objective : To recoonlze soine basic health practices used In stora^, prepar- 
atlon, and consumption or food. 

r • ^ 

Skins : Listening for details 

■' ' . , 

HateHals ; ^1} Story about Senseless Sal; (2) Health Habits check 'list; 
{5)Handout {"Guard Against Food Contamination," OHEW Publication^ Mo. (FM) 
74-2047. (one for each child). 

Procedure : • ' • 

1. ^Give student^ the ^andeat, "Guard Against Food Contmination." 

2. ^- Have the Students worif thefftalth Habits Check List. 

3. Give each child a red flag nade fron construction paper. As you read 
tH^'Story, the students are to wave tbe flag. each tiRfe they hear Sense- 
less Sal doing something which is unwise.' Stop 4>er1od1cal1y and discuss 

y what has happened. 

• « • ' ■ 

Follow l»: Brite a story about ofl^er safety habits. 

Evaluation; ''This activity cart be a learning or evaluation exercise. 

HEALTH HABITS CHECK LIST " • ' 
Do 1777. (A) always, (S) sometines, (N) never. 

1. Do I wash i^y hands Wfth soap and witer before eatrng7 

2. Do I close the refrigerator door? 

3. ' Do 1 put the nilk away at once after pouring sone for myself? 

4. Do I help mother put leftovers in covered bowls for storing? 
6. J)o I put the leftovers in the refrigerator promptly? 

6. Do I check .canned foods for leaks or bulges?- 

7. Do I wash dishes with hot wategand soap? 

8. ' Do I rinse the dishes with ver^Miot water? 

9. Do I Help. mother put the grocerlK^awAy quickly? 
10. Do I put the mayonnaise in the refrigerator after I finish 

using it? . . 

« 

Reference : 

*GuiH Against Food Cont«i1nat1pn^" DHEW Publication No. (FDA)- 74-2047. 

«ted and Drug AiMk&iftratlbn, Office of Professional and Consumer Programs 
>600-Fls}|ers Lane, EtQ^l , Jloclcville/ Maryland 20852 

■ * 4 * 
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GUARD AGAINST FOOD COWTAMINATIOH 



Mhen you gett an lipset stomaph or diarrhea. It may not be ^4ust a bug." 

'You could have foodbonre illness. Many such illnesses are Caused by 

harwrol bacteria in food. 

* , 

You can prevent foodbome Illness by renembering- these words: * 

/■' • • ' ' ' 

In yeurAitchen, keep hot foods tiot. Keep cold foods cold. 

*PropeKcooking and proper refr1gerat4on can control bacterial growth 1o 
tfie foods in 'your k.ltchen. , * 

Protect yourself and your "family. Folfow the safety rules below. 




IN THE KITCHEN 



ERIC 



1. Clean your hands and work surfaces before and after handling raw foods, 
particularly neat and poultry. < 

2. Jn handling raw foods^ wash all utensils in hot soapy water. 

3. When cooking meats and poultry^ i/se a thermometer. Cook the. inside of^ 
the food to the propeV* temperature. Look this up in a cook book. *- 

4. Put perishable foods in the refrigerator as soon as you get horn? from * 
the store. * The same with frozen foods. Put the* In the freezer rjght 
aw^. 

5. Put leftovers in the refrigerator as soon -as you finish eating. 

6. Defrost frozen foods in the refrigerator, not on the counter top. 

7. If a food doesn't look or smell right, don't eat it.^ 



15 



^ ^' ' SENSELESS SAL 

This is a story ai»ut Sen^les,s Saijw>fljerdaughter, DIVi. Sal and Dill 
do many things j^hlch are unh«^tfiy. Listen to see If you can spot then. *' 

'Sal { Dill, Dill, stop play1r)g with that dog and cone in for lunch. 

DilT: What are we having? Oh!. Tuna salad, we had that last night for supper. 
I jwt the leftovers away before I went to bed. 

S^l : Hash your hands before you ait. * 

Di]l: Do I have to? • ' • * 

Sal : I suppose not, a few gems never killed anyone! 

Dill: What will have for supper tonight? 

Sal : I think we^ll have fried chicken. If .1 take it out of the freezer now ' 
and put it on the counter, ft will be thawed out by the time I want to 
fix it. I need to go to the store this afternoon. 

Dill: Can I go with you? You said we could shop for a new dress. 

Sal : We'll go to the grocery stoj;e first and then to the departaient store. 

Dill; 5hiould I put this mayonnaise away? 

'o 

•« - • 

Sed : Oust put it on the counter and let's get going. I '1^1 put it in the 
refrigerator after while. 

LSenieZzi,6 Sat and VIU ekteJi the. .^upeAJWikU'} 

"^al : Now, let me see, I need «11k< fresh pork, and frozen vegetables. I'll 
get those first and -then go through the store and get anything else I ' 
heed. ... 

[Aa tiuuf fjo&h the. axAti though tiit al&tu . . .]' 

Dill: Lool^ at this funny can of mushroom, the two ends look like they are 
' pushed out.« 

Sal : Just put it back on the shelf and let's go check out. It's a warn day 
- and the departnent store Is air-conditioned-. He can take our time there 

i^iteA ^ houAi oi Ahapfxuj§,. SeU. ajui 1)iu Hxtu^ • 

Sal : I'll get that chicken started before I put these groceries away. 

Dill: ^fter you> start the chicken, can we sake sone cookies? 
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Sal : Sure, you get*oyt the Ingredients. Did you wash off the counter? 

Dill: Ho. ... 

Sal : Oh, never «1nd, ft looks clean. / 

'DIU: is this cracked egg okay to, use? . / ' 

;.Sal : We'll uSe It, Can you finish the lunch dishes while I start the dbpkles? 

•Dill: The water Is cold. / ' 

• Sal : Thatis Okay* If It's got plenty of soap In It. JuSt wlpe^mt tha^ bowl 
that the ch1;:ken was In. I needit to nix the. cookie dough. .y 

Dill:'- I want to^at the dough that Is left' In the bowjT / 

'Sal : (Mcay! There, now the cookies are baking and I can get those groceries 
put' away. I don't have a covered dish to put this pork In so I'll just 
put It on a plate In the fridge. ^ * • , _ 

Dill: What else will we have for supper? 

Sal : I guess we'll have a quart of those hone canned green beans Grandna 

put up last suBner, . We better eat this one first, the lid seems to be 
leaking. 

* • * 

DtU: The cookie? are done. 

.Sal.: Good, soon your Father, Hopeless will be hoine.- He went to the 
doctor. He's suffering fhm stomach-aches and he had diarrhea again. 



k mm LESSON FROH iFDA 

DRUG SAFETY ^ - ^ 
Topic ; Drug Safety - Seek-aHtortf. 
Levi! ; Interaedlate ' . 

Objective : The studertt will recognize arxl use* terns related to 
. over-the-counter (OTC) drugteras. 

* a 

SkjUs : Identi^ing posUions by cbordlnites 
Materials : Drug Safety - Seek-a^Hord 
Froce<fajres : 

1. Stunts can do this exercise Independently of In a. group. 

2. ^ As a gro«4> activity, teach nath cot)cepts of coordinate. 

(a) Locate drug teras on Drug Seek-^-Vord. 

(b) Identify the location of the tern usir^ the mMerlcal coordi- 
nates. For example* the "D* In the wrd^rug coordinates 16 up 

^ ' and 6 to the right; "6" Is 13 up and 9 to the .right. 

(c) The direction in which th% words are written nay be forward, 
backmrd, up« down* or diagonally.. 

Follow Up : Students select ten additional words fron the folloiring siaple 
rules on drug safety, Ihd prepare a *iew Seek-^a-»tord. 

DON'T 

--Be casgal about taking oyer-the-counter drugs. 

--Keep drugs for long periods of tine. 

— 'Combine drugs carelessly. 

—Continue taking OTC drugs if sysptons persist. 

—Take prescription drugs not prescribed specifically for you. . 

DO : r ^ 

♦ 

—Read the lateel and follow directions for use. 
* —Be cautious when using a drug for the first tine. ^ 
--Dispose of old prescription drugs and outdated OTC medications. 
—Seek professional advice before combining drujgs. 
—Seek professional advice when symptoms persist or return. 

Evaluation : Student 'denonstrates: 

Greater recognition and Increase use of drug teres. 

' 2. Ease in the use of coordinates. 

O.S. DBF^RTNan OP HEALTH, EDOCATIOH AHD WELFARE, Public Health Service 
rood And Drag Administration, Office of Professional and Consv»er Progra*. 
5600 PislMrs Lane, HFG^l , Itockviile, Maryland 20852 



imc . ■ IS 



DRU6 "^M^ - .SEEIC-/C-ilORD 



The h14den terns listed appear forward, backwrd, up, down, or d\ agonal! 
Find' each ttm an^identtfy tlie coordinates for the first and last letter: 
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TERM 

advice 
alcohol 
antibiotics 
' ant1h1sta»1ne ' 
aspirin 

caMnet 

capsule 

xareless 

cause ^ 

children 

coablne 

cure^ ^ 

« 

i^ngerous 
drug 

label • 

medicine 
old 

OTC {over-the-counterf 
outdated 

I^rslst % . 

phamclst 

physician 

pill 

potency 

Rx (prescription) . 

^fety 
sleeping pills 
syoptofis 

time 



1 2 3' 4 5 « 7 8 9 IQ 11 12 13 14 



A «INl LESSON PI^Oh IFDA 



DRU6 SAFETY ^ ' . 

Topic ; Pay Attention to Over-the-Counter (OTC) Drug Label Infomation. 
Level ; Middle and Upper Grades 

Objective ; The student will be aware of the type of -InfonBation contained 
on labels of OTC aedicine including all necessary precautions. 

Materials; Drug label work sheet, "Labels on Medicines" for teacher and 
parents, and one or two eapty and clean OTC drug>packages with. insert 
and container for classrooa demonstration. ' ( ^ 

Skills ; (toservatlon, reference (dictionary). . ^ 0 

Rrocedur^ ; 

Write a few terms froa^drug labels like *orthophosphoric acid," 
■hydrogen ion concentration," etc. w\ the chalkboard, ^lay with 
the teras having the students rea(| and pronounce thea. 

2. Discuss and deaonstrate where the teras CMe froa. 

o ' 

3. Give students the work shiet to record the inforaation frOa on OTC 
drug label. Th^xan look at labels in. a drugstore or at boae with 
parental knowledge and consent. Here is a saaple letter requesting 
parent approval. If possible, include "Labels on Medic^ines," with 
the letter to parents. y 

r 

Dear Parent: i 

This work sheet is part of your child's class work on aediclne safety. 
Please note the inforaat)<ifi asked for and indicate your appi^val of 
the recording of this inforaation froa one package of non-prescription 
aedicine in yoar hoae. Exaaples of such aedidne would be aspirin, 
cold tablets, cough aedicine, and others which can be purchased 
without a prescription froa the doctor. Do not use inforaation froa 
prescription (Rx) drugs.. 



(signature) (date) 
> 

4. Mhen the students return the work sheet, discuss the various types 
of .things that a copsuaer should notice on drug labels. 

5. Have the' students fook up the definition of at least one of the long 
ingredient tejns juft for fun vid for dictionary practice. Discuss 
prefixes «nd s»ffixw_of artical_terw^^__ _ 

Code for Cause and Effect True-False sUtMents on page 2 
True ■ 1, 2, 4, 8, 9, 10 False « 3, S, 6, 7 • 

O U.S. DEPXRTMnrr of health, EDOCATIOII AHD welfare, Public Health service . 
ERJC Pood and Drug Ail^lniatration, Office of Profeafcional and Consuwsr Program 
5600 Fl»her» Lan«, HTG-l , Rockville, Maryland 20852 pQ 



'1 



Follow up ; Bring soaeone to the '-class who can talk about the effect of 
ore iiedl cine on the bp4y(a physician, nurse, etc.). \ 



Evaluation ;, The following can be used later for discuss wn or testing: 



A. Cause :and Effect True and False . [This type of test wsfbe explained 
V carefully. Both parts can be true or false; one part can be true and . 
the other part false] 



C V 
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1. Keeping nedlclne out of the reach 'of children Is 

2. Ii^rtant because they cou'ld accidentally 4»lson 
th^elves« 

3. Infonutlon on the latel of OTC drugs Is not 

4. laportant because they do not require a doctor's 
prescription. 

5. 9nee you have read a lab&l and kndW what It says, 

6. vou need not read It again because the labels 
pever :change. ' . •; 



7. Ctc drugs can be safely used'' by everyone — 

8. because they are sold without pi^scrlptlon. 

9. If symi^tOBS persist, see your doctor 
" because you could hiVe so«eth1n^^very serious. 



^5 ^« . 



B. Spelling Exercise or Correct Word Usage 



accidental 


effective 


consulting 


cautions 


frequently 


■ directed 


* 

drotfsy 


Ingredient 


'disease 


headache 


^, persist 


dosage . 


overdose 


prevents 


nedfcal 


side effects 


react j on 


treatment 


syiptoBS 


relleif 


poisoning 


Mwmlngs 


temporary 


prolonged 
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lotjels prv mfedich^s 



Every year American comumers spend millions 
of dolUfS on mfedidnes — some bought without^ 
pc«scnptkm or ''over the coonter'MOTC 
drup|^ arid forne prescribed by physktam. • 
AN medkmes have a poleritial for harnt as 
as food. So h is extremely important to 
rred the tabeb ori. them careftflly and thoroo^ly. 

Labels OA Over^The-Counto M e d kines 

Information on OTC drug labels indudes: 
?f m tofide«ityofiie 




Actfvei ^ 

I pla^ of bMiRcas of the 

mmrfacturer, jcfotrftKftor, or packer. 

. D^ectkNfi for safe use by the oHmimer. 

.This ifKhides an indication of fymptom to 
be treated, plus dosage information, such as: 

(1) ln(KviduaJ dose or unit dose . 

(2) How frequwtfy It can be tidcen 

O) lo^ do^ that should t>e taken in a day 
(4) Linut on dte ter>gth of treatment .{or 
min^>er of days rt can be taken) 

These directions should always pe read with* special 

care. ^ ^ 

^Wijmir^: M«ir OTC me«dn» should not 
* be ined by people with certatn 
hc^th probiems, and theUbeb 
contain a warmng. An exan^ of 
such a wan>mg ^: "CAUTION: 
Should ncA be taken by persons 
with htgh blood pressure, 
heart disease, diabetes, or thyroid 
cfisease unless directed by a 
doctor." 

ANvays read warnings cfrefully. 
A drug that Is safe for others could 
be dangmus for you. 

SMe Eiects; t|ibels on OTC medkines tell you 
' about side effects, or unwanted 
reactkm which may occur. For 
exampte, sorfie medidr>es m^^ 
make you droWsy, arKi the label 
vyMI tell you not to drfve or opeate 
machirtery when taking the drug. 



*n symptoms 
petflit 



OTC me<flbnes are 
dibigned U> help relieve 
sy mpto rm. Hyour pair 
Of otfwr i^fciplunii don't 
fo away, don't contirHie 
to take OTC me<fidne. 
You may have an illness 
that shoiuld be treated 
professlorully. Make an 
a pp oin tment to see Voor' 
pHyskian. 



ERIC 



Labels on PreKrtption Me^ines 

Prescription drugs also have a label— writtot * 
especially for you by your pharmacist as 
directed by your doctor, instructions on the ^ 
label.tell you how much to uke^and how often 
If you feel you r>eed to take mpre— or less— 
caU afKJ ask your physician. * - 

Unlike the labels on OTC drugs, the label 
on a prescription medicine does not usually 
tell you what it will do for you, side effects that ^ 
may occur, special precautions ypu should 
Uke, and perfops not even thetume of the 
medicine. This informatK>n must come from the 

physician, arxf it is important that you 
understand his instructions and follow them 
as directed. . - ^ ' 

Every time you take medicine, re^ the ^ 
labef to be sure you are taking it correctly. 
Never take a med»Cir>e thatVas prescnbed for 



someof>e else, arni r>evef 
take or>e that was prescn 
Renr>ember.4>rescripti( 
afKl can be dan^rous- if 



Drug Labels and You 




else 

you. 

drugs are powerful 
: used property. 



labels are on nriedicmes for a purpose. They 
tell you how to use medicir>e$ correctly. Labels 
on over-the-counter medicines are espeaally 
important because the label is your primary 
source of information for correct uie. ' 

The law requires that imporUnt information 
be gfven on labels, but the information is 
useless unless you read and use ft Make it a 
habit to read labels thoroughly and to follow 
directions exactly. 

''Keep Out of tH« Reach of Children" 
ManyOTC drug labels iQclJBe the admonition: 
"Keep out of the reach of childi4n." Accidef>t$ 
with rT>ed4C*nes, both QIC and prescription, 
account for a large number of chnld poisonings 
each year. This why h is especially important 
to keep aH medicines out of children's reafcb, 
in a locked cabir>et or on a high shdf. 

Ltnder a law passed by Congress in 1970, 
FDA is now requinng that certain nr»edidnes 
be sold in conuiners virith safety dosur^ which 
are jiifficult for children to open. Adults 
should follow the directions on safety closures 
to learn how to use thOT. If you need help, 
ask your pharmacist 
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Tatjiets 



SO 




R: K S.H-E E T 

WHAT DOES^THE DRUG LABEL SAY? 



3, O If your eyes are good and you can read small print, you should 
r y be able to find all thjs information printed on every label of 
every over-the-counter drug package. 

r ■ ^ ■ - ' ' •' . 

1. What is ^e-naroe of the product? ' \ ^ 

2. What is the narte and -adllress of the manufacturer, distributor, or packer? 



3.- How much does a full package contain? 



4. What is the product us^sd for? 



5; What are the directions for safe.u'sfe of the drug? 




6. Does it have special 



WARNINGS 



or 



C A U T i 0 N S 




I 

7. Are there any 



8. Hh^t active ingredients are in the prcriuct? 



9. You probably found some vtfry- long words.' 'Write down som^ words you do 
«©t know. Find these words in the unabridged dictionary i write down 
the neaning. 

.» 

•Words: (1) ' ■ \ 



(a) 

(3) 



1 
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A MINI LESSON FROM 



FDA 



dilu 



lUG'SArtTY 



Topic ; ^mftlll on Drug Safety. - ^ 
Level ; Middle and Uppe^'ferades 

Objective ; . the student will denonstrate a'public concem for safe use of 
. pre^scription (Rx) and over-the-counter (OTC) dnigs^ 

* y 

• Sfcll^; Critical thinking, sunparization,' art, and design. 

Materials ; Informtfon on drug safety froiT FDA. 

State Public Health. A 

Poison Control Center. 
■' ~ \ ' 

Procedures; '- 

1. The class will Jointly prepare a list/jf safety precautions to be 
folloi#ed with*drugs used inthe hoMe. Gather infomation on using 
Orrc and'Rx drugs. ' ' . 

2. Plan an' interesting handbill which presents the jK>st iiportant precautions. 

3. After a satisfactory design'has been developed, use a ditto ^machine and 
. print the- handbills. 

4. Distribute these at the neitf^orhood shops, schools, and iMiblic libraries. 
Ask store owners to put the handbill on the check-out counter. The class 
should {provide a "Take one" sign. Don't forget to identify the school 
and class. 

Follow Utr ; Do a neighborhood survey to find out who saw the handbill and 
what they learned fro« it. • ^ ^ 



■ Evaluation : 

1. ' Tabulate the number of locations, maber of handbills distributed, and 

number of^ individuals who reported receiving handbill. 

2. Analyze the responses collected through the neigMwrhood survey. 

3. Question the students thenselves on the infomatiai) contained in the 
handbill. 



ittedied 
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ASPISIM 



'Aspirin <a«tyisalicyllc •cta),belofngr to the group' drugs, faiown^as salicylates. 
It Is a popular self-acdicatlon for the 'relief of headache, minor pains, "and 



reduction of fever. 

fafferin -^.a co^)aris<m with p2^^ aspirin. 

% The ess«tlal ingrtdlent of Bufferln aspirin. Host of the puhl^hed studies^ 
indicate there ts little difference in the inddencfe of stonach upsets after ^ ' 

' Ingestion of Bufferln or plain aspirin. There! is np evidence to indicate that 
the speed of onset of its action in relieving pain is 'significantly increased 
over plain aspirin. - , \ * ' ♦ ' , - 

> Side Effects 

~ ^IC 

Although aspirin ^oes not frequently cause side efTfects. The folloirtng have 
been reported; 

1. Gastro-intestinal irritatiott^ Syaptoas are indigestion, nausea, and bleeding. 

^ 2. Allergic reactions are^ Skin rashes, astfaaatic attacks, loss of consci(»isness. 

3. Salicylisa — a condition produced by ingestion of large doses of aspirin or. 
other salicylates. Sypptoas" ire ringing in the ears, headache, di»inea's, 
and mental confusion. *^ 

A. Frequent doses, of aspirin if too- long-continued t:an cause kidney daaage* 

5.^ Infant and children deaths-'^^e occiurred froa acute poisoning. 

Warnings 

1. Do not give aspirin indiscriminately, especially to infants and children. 

2. JjUff all aspirin Judications out of the reach of children.^ * 

3. Patients with a history of allergy to salicylates should avoid taking aspirin, 

4« " Individuals vbo are allergic or vhe hanfira a hlstoty of stomach ulqex should . 
avoid aspirin as much as possibly 

»» 

5« Bleeding, Including vomiting of blood, following ingestion of aspirin raquixes 
im m e diate medical attention. 

6« Ingestion of .4^ge doses of aspirin by. children requires immediate medical 
attentionr 

Acddantal Poisoning In Chlldran 

' - . 

Aspirin continues to be the medicine most frequently involved in accidental diild* 
hood poisoning. A federal regulation requires special safety closures (child- 
proof caps) for aspirin containers. 



^[Tak«D frm FDA ComuMr Mno (FDA) 72-3002] 
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FDA'sRok 

FDA is the Federal agency responsible for reviewing, 
an dnigt safety and effectiveness and for seeing 
that they art made correctly and labeled property. To 
falfin its responsibilities, Fp A: 

• approves aD new dmgs before they can be niarketed 

• decides whether a new dnig-sbottld be sold OTC or 
only by prescription^ 

• seeks to remove from sale aiiy dmg.that is unsafe, 
ineffective, improperly made, or incorrectly labeled 

• tests an batches* of insulin, 'vaccines, and antiteotics 
^ before tiiey arc shipped to i^iarmacies 

• inspects mannfactaring plants for sanitary conditions 
apd proper manufacturing practices. 

YMiC»fltlp ' 

Sometimes after tniying a medicine yo«r»notice that it 
seems off-color or stale. Don't use it Return it to the 
phamucy,. If fou" believe a iftedidnc has gone bad or 
if otherwise harmfoK don't just toss it out — report'^it 
toFDA. 

CaO or, wri*ie your nearest FDA field <rfRce or resi- 
dent impectidQ stat]on.^Yoa can find the addreu by' 
lookii^ in the phone book under U.S. Government; 
Depar^nent of Health. Educatkm, and Welfare; FooU 
ind Drug Administration. Jf you wish, you can write 
tfirectfy to FDA headquarters at 5600 Fishers Une. 
Rockville, MaQiriaiid 20852. 

Whuiodo: 

1 . Report your problem fmroptly, giving your name, 
address, and pbdnc number. 

2. IStale deariy iHutt appgati to be wrong. 

3. 'Lilt any information stated on die Kbel and give 
any code mtmbeis tint ^^var on the coritainer. 

4. Ohe die name and addrm of die store where the 
aftide wdb ^ott^ and the date of purchase.^ ' 

5. Save whatever jtmains oiT ^ prodikrt for possible 
fmaminatioii by the FDA« ^ 

6. Hold aoy unopened comiuner of the product boudit 
at lha sMie thne/ 

. •'■ .■ .26 



. ClMin s it a P lM r mcy 

When you have to get a medicine immediately — ibr 
child running a hi^ feyer, for example — ^ycMill want to 
go to the nearest, quickest pharmaycy. ' 

When, however, you*wfll be using die same prescrip- 
tion medicine for \ long tim;, you may Jbe able to save 
money bv shopping comparatively — that is,'d)ecking 
various s^res to find ibe lowest price. 

GeoeraDy, frfiarmadsts who give more services^ 
cha^ hi^r' prices than those providing fewer serv* 
ices. Since prices do vary^ it is to youc advantage to 
take time* to shop comparatively before you select *thc 
frfiarmacy w&re you win 63^ most cS. your medicines. 

You may prefer to use ime pharmacy atoost all the 
time. In dioosing a pharmacy, yq{i should look for ooe 
which kee(» a record of all the prescri[)ti<His fiDed for 
you and your family. (Ijhpse records or personal drug 
histmes help the pharnutctst spot undesirable combina-, 
tionf of medicibcs that you and your doctor may 4K>t be 
aware 0f.) . 



Before leaving the pharmacy, look at the lakel oadit 
pre$cription medicine you've received. The following 
tnfonnatioa sliouM be on it: 

• die pharmae/s name, address, and lAone number . 

• die piesoription number 

• die pi^tiait's name 

^ how ollen and when to take the dntg . . 

• how jsodi to take eacb^ time 

• ipedal mstrwtions (refrigerite. shake weft, etc. ) 

• the doctor's name 

• the date die prescription jvas filled 

• die tame (rf the drug (if die doctor uys it should^be 
pittondielabd}. . 

If any of this isformatton is not uii^lMjIitM I or if 
yoo'dtink any of it U wx#ng, ask die ptamuici^ If 
you're ^ not sure, can your doctor. Write in die ncw 
dale on refiOsr the {Aarmacist uses die date the pre- 
scripcaoo was first fiDed 



. CURRENT AND USEFUL INFORMATION FROM THE FOOD AND DRUG ADMINISTRATION 



SELF-MEDICATION 

Sdf^medkatioo i& tlie act of treating on^lf with dod- 
pi^$criptioo medicatsoQs, known as over-lhe-counter 
(dtC) drugs, to obtain relief from minor medical prob- ^ 
le^it* (headaches,' indigestion, coostipatioo, niild aches 
and pahs, skm hiitations, etc.)- * 
, Oocaskxiatty, one may medicate oneself with a 
prescription (hug borrowed from another individual, a 
pfoioediffe not recommended by the medical fntjfession 

^ due to the danger of developing serious side effects. 

* Seif-medication has itt timitatioos. Symptoms that per- 
sist require the attention of a physician for proper 
. diagnosis and treatment. Prolonged self -medication can < 
lead to serious consequences. 

^ Dfwg ActlM ^Qfi^lke BodyV Ruielifm . 

At the same time a drug h aaing on some fuhc|lon 
or part ef the body» the human body is doing son^ething 
to the .d^. Normally, the body will Ifmit the drug's 
duration of aaion and effectiveness and then excrete 
it This normal function, called "detoxi^ation," re- 
qures the proper performance of organs* sudh as the 
liver, kidney, or lungs. 

If an iodividuai cannot detoxify the drug — because 
Ym body is not reacting property, becausche has iaken 
too much DKdicabon, or because of other complica- 
tions—the drug's action may be much more prolonged^ 
and severe than desired. Some drugs act by interfering 
with normal body functions, which must be restored to 
^ normal aftenthe drug b stopped. If the misilse of drugs 
^ disturbs the delicate balance of the body's- chemistry, 
the restoration of normal functions may be impeded. 

Ovarsse of Drip 

ore drugs are safe in the recommended dosager 
but they may be extremely dangerous in targe overdoses. 
, J^or example, aspirin b seldom thought of as dangerous; 
' wc reach for it routinely to soothe headache artd other 
painw But there ikrt. many reports of poisoning^ of 
young children who swallow more aspirin than their 
little bodies can I^Qdlc. 

In adults, conlinued» excessive use of some pain- 
, kilting drugs has been found to cause severe and ir- 
reversible kidney damage. SonK drugs for relief of 
stomach up^rts can ^aggravate tj^Romlition by causing 
an imbalance in the body's sccmion of enzymes while 
other indigcMion remedies contain bromide which can 
accumulate to a t^^xic level in thc.bkHxJ. cjusine bromide 
pobocung. Over-medicltioQ of symptoms, such as coo- 
IkMied use of laxatives to relieve CQOoipattqR^ may 
mask the uoderfytog eause. Constipation may be a 
warsiog of a coQifitioD that rtquiies prompt and pnh 
fetskmal medical or surgical attentkn. 



The coDibined effect 'ctf two or more drugs on the 
body can be very different from the action of each 
drug taken separately. Sometimes combtning drugs can 
produce dangerous — even fatal — reactions. This is be- 
causCtcach dnig not only acts on the oody, but may act 
upon and increase the effeq of other dn^ ... a coo- 
ditioo known as ''potentjatioo.*' 

For example, aspirin increases the **blood-t hinnmg ** * 
effon of an anti-coagulant For (hat reason, a patient 
with heajt disease who has been taking an anti-coagu- 
lant under his doctor^s su^rvision may nsk the serious 
completion of bemorrKfegc if he uses aspirin whenever * 
he gets a headache. Patients who rcgulariy lake a pre- 
scripiioli medication should seek and follow the doctor's 
advice m using OTC drU|s. 

^ . Alcuht>! IS another substafcc thai can mcrcasC 
the effect of drug Hypnotic drijgs. vttch as sleeping 
pills and* aittihiMiimincs., jrc examples of drugs thai 
^nicract with akoht^l. prodgcing ptxentiafly harmful 
fCNuli*^ Again, pa Wen In >ht>ura \cck prt»feN>uHul guid- 
ance before combing alcohol with either prescription 
or OTC tirugs. 

The RcspoBa>e^ of the iB^vklvgl 

The hazards of self-medication result from careless- 
ness, faulty setf^agnosis^ and failure to h^ the wam- 
ings and directions for use of ihj drug The Food and 
Drug Administration enforces the law to protect you, 
but you can be your own best protection against harm- 
" ful effects of self-medication. Follo\^ these simple rules 
for your own safety: 

Don't be casual about taking drug& 

Don*t take drugs you tion^t nee3^ 

Don't overbuy afkl keep, drugs for long periods of ^c. 

Don't combine drugs carelessly. 

Dm'x continue taking OTC drufc if symptoms persist. 

Dont take prescription dnigs npt^^^icribcd specifically 
for yotL . , ' . , 

. Do read and follow directions for use. 

Do be cautious when using a drug for the first time. 

Do dispose of old prescription drugs' and outtteted OTC 
medications. ^ 

Do seek professional advice before combining drugs. 

Do seeb professional advice when symptoms persist or 
rettun. 

^ Do get medical cbecfc-ups regularly. 
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Two T jpet of Metfctec^ ^ 



. Frescription drugs (which bear the symbol Rx) can 
be ordeced or prescribed only by a doctor and can be 
sold only b^ a registered pharmacist. GeoeraOy more 
power^ than OTC medidnes, prescription drugs aie 
Ao more Ii£ely to cauK side effects. 



How to B«j Plo^piptfoa Me«dMf 

When yoti s^ your doctor^tell him everything be 
should^ know alXMit you — such as allergies and im- 
pfeasjuff past experience with medicines. DonH expect 
to rqceiye. medicioe every tinie you see your doctor; 
often he wiO not find it necessary to ^ve you any. 
W^|«i *be does give you a prescription, be sufe you have 
the answers to these questions: 

• What i3*the name of the drug? Write it dowtf for 
yoiff o#n recordsv You nmy ne^ to refer to it later. - 

When and hoi^ often shouU it be taken? If, for ex- 
ampje/he ^lls you to take the drug tfiree tim^ a day, 
be sure to note whether it should be taken before or 
afler meals. It could Stake, a dtference. Some drugs 
taken on an empty stcnnach may cause upset. Others 

' shook) be taken only on an empty stomadi. 

. * Can the Itast expensive form of the medicine be 
prescribed? Often the doctor can write the. prescription 
fay using the ^'^nerie** or official naine of the maiidne 
father than a #ec^ brand name. This may save you 
money at the pharmacy. He may,, however, prefer to 
pitacrSie-liy bfand name the <Jrug which has worked 
best in his experience. 

, • Can the new medicine be taken eiong with others'^ 
If y6u*ne taking oUier medicin^, let the doctor know. 

• What reactions may I exp^t'^ In some people, roedP 
dni^ nuy cause drowsiness, ^isea, vomiting, ^izo- 

- nets, oervoitfoest, or ckher reacKa. 

• What precautions should I take? For exaai{^, if the 

expected reaction to a medidne. it drowsineit, dizziness, 
*or unsteadiness, you shooldnU drive or operate mi^ 
d&nery. 

• Cort thi^ prescription be refiUed? If^ medidne k 
^ be taken frequenter ask il yotf ^ r^the p^escrij^ 
^tioo as nee<^ The doctor may want you to chedc 
with him by phone or come in before continuing the 
medkation. He may allow refills, but only a S|)Mfied 
number. 

• Must I finish the bottle? Before you leave the doctor, 
be sure |ie has tMd you how long to uke the me<ficine 
ond*^i^iether to check with him within a certain time. 

It after leaving the doctor*s office, you have more 
qoec^ioBS or have forgotten some of the answers, don*t 
, hesitate to call him. 



There are two "basic types of medicines: over-the- 
counter (OTC) drugs and prescription (Rx) dru^. 

Over'the<ounter medicines (also known as home 
remedies and patent naedicines) include sucfa^ common 
remedies as aspirin, laxatives, and antacids. If used ac- 
cording to the dhections on the label, tbey are rela- 
tively safe. You c^ buy OTC medicmes without a 
prescription in &ny drugstore and in many supermar- 
kets and other stores. 

-flow to Buy OTC McAeiMS 



Before you buy any OTC drug, ask vourself * first 
whether you really need it. Have you been convinced 
by a TV commerdal. a friendly neighbor, or an article 
in a magazine or newspaper? For instance, if you feel 
tired, .66 you need stimulants or^ more sleep? Smld 
you see your doctor? 

If you do need an OTC medicine, you Aould read 
the labels and.ask your pharmacist*s advice. ' 

Fe(kral law requires that the f^lowing information * 
be on all OTC drug labels: 

• Name of the product, and the name, and^acklress of * 
the manufacturer, packer, or distributor. 

• The active ingn^dienis. This information helps people 
with sensitivities or allergies avoid prodi^ which 
cause bad reactions. Many OTC medidnes contain 
exactly the same ingredients and differ from each other 
only in brand name. By checking ingredients, you can 
avoid buying identical medidncs, thereby saving money 
and guarding gainst taking an overdose. 

• Directions for sa.fc use. 

• Cautions or warnings. These tell you what side 
effects might occur and which people should not tak^ 
the drug at all.'Somctintcs they warn against ^riving or 
operating ntachincry after taking the drug. Labels nuty 
also warn you oot to take the medidne f&r too long 
without consulting your doctor. A typical warning 
rMds: ^'If symptoms perei^ more than 24 hours, see 
your doctor ** 

Pharmacists are well-trained professionals who can^ 
help their customers understand how to buy and use 
driigs- • 

'Your pharmacist can answer your qtiestiom .about 
-the labels on dnip and, may be f^le to helpjpcni select _ 
a lov^r-pcic^ brand of drug than tiK one ypu wouki ^ 
have cbo«en by yourself. 

D(m*t be reluctant tp ask for help. Remember that 
your health may be at stake. 

To avoid some coifanoon pitfalls in Iwying OTC 
drugs, keep these thou^ts in mind: 

• Pills, gadgeu, and wishful thinking seldom help you*^ 
lose we^t. Instead, eat fewer calories and exercise 
regularly. Your doctor can help you plan a program 
for kmng weiglst 

• Most people doo^'t need vitamin pills. A varied diet 
provides the vitamins and minerals most people need 

• .If your doctor does rtcomfnend "vitamins, take only 
the suggested amount — no more. Large doses of cer- 
tain vitamins, taken often, can have a toxic effect 



Facts Ab«Nit>fc«clMf 



Itott shoukinH always' reach for some medicine yffbtn 
you don't feel good, ^metimes or commercials 
for ore medicines may persuade you lo take medi- 
does, although youll do as well to kt time and your 
body do the healing. 

• Maay Rx and OTC medicines relieve symptoms 
without a<;tually cimng illness. For example, coW reH>e- 
dics may make you feel more comfortable by reducing 
snifSes and sneezes. |wt the cold will last as long as it 
wmM with no roedidne at all. H symptoms such a& 
pain, fever, or Headache pcrsiSC sec a doctor. 

• AD medicines affect body functions OTC «cdicincs 
generally affect you less than Rx drugs because they 
are less powerful. 

• A medidne that is safe and effective for n>osi people 
may cause problems for odiers who have unpleasant or 

allergic reactions to, certain nrwdiancs. For example. 

some persoT^^ get a skin rash if ihc^T^akc aspirin. 

• Certain medidncs cannot safely be taken together. 
Some Rx drugs for infections,' for example, cann<M be 
taken with certain OTC drugs for ^ indi|^^. 

Many medidnes k>se or increase ihdrOTtngth as 
time goes by. Therefore, the large econcmiy.sizc may 
not be economical if it stands unused for a long tnise. 
However, if the doctor prescribes a drug you must lake 
regularly and you can save f?te!it)c by buying a large 
quantity, ask your doaor or pharm^t hqfe^ long" it 
win keep. 



strength or become 
nitroglycerin^ should 
They should be kept in 
is especially designed to 
Labeb Be sure to k( 



dean out your medicine chest regularly. Throw out 
old medidnes, particularly Rx drugs. If your doctor 
takes you off a medicine before it*s used up, destroy 
whafslcft. L 

Pin boxes are only jot temporary storage. Dnigs 
carried in pill'b6xes fcfr a long, time may k>$e tbeir 
suong, pii^ such « as 

er be carried in pill boxes.* 
pharmacy's container, whidi 
intain their strength, 
the label on or in the con- 
tainer. You need it to identify'the medicine and abo 
to refer to the directioijs. When pouring liquid medi- 
dnes, keep the label s<ie on top so the liqukl won't 
pour down the side and |lot out the print. 

Sharing drugs. An Rx dt\^k is* prescribed for you and 
you alone. Never let anyone else take it, even if his 
symptoms seem to be* the same as yoon..The other 
person mig^t not have the same ilbiess, could 'be 
aUergic to the drug, or couldliave a bad reaction. 

Look^kfs Ahways read the label before you take 
a -medidne — hcmles and dru« often kx* the same 
Never take medicines in the dap^ * 
When you're traveling. If you peed to take prcscyp- 
lion roedianes with you on a long trip, be sure you 
have enough. Carry them in ibe onginal, labeled con- 
tainers •'^Riarmadsis often do not fill prescriptions 
written by out-of-Suii doctors In an emergency, you 
can contact a hospiiaf If you move to another dty or 
State, taf^e enou^ medidne to last until )rcMi find a 
new doaor Arrange for your niedical record to be 
forwarded to your new doctor, 

Precautions for children. Medicines cause mOTe ac- 
cidental poisonings among children under 5 thiri any 



Directions. Conunue taking an Rx drug for the entire odier chemicals Therefore, the law requires that most 

time ordered b>' your doctor, even if you're feeling OTC and Rx drugs, as well as many other potentially 

belter. You mj^t, prevent the drug from doing a com- dangerous chemicals, be packaged so that only adylts 

plete job and find yourself sick again. With bodi Rx can open them. 

and OTC medicines, follow very carefully (be dircc- Always buy safety packaging If you have children or 
tions about when and how much to lake. Ask your * if children visit your home Be sure to close the bcmles 

pbarmaas*»for help if you need it. properiy after each use Store all mectidnes our <A a 

Side effects. Bear in mind that sometimes certain child's reach; it is all too easy for a tot to dimb from 

people react adversely to a particular medicine. If you the toilet to the sink ><d the m^iidne chest. One sure 



find that an Rx drug causes ^ side effect — perhaps a 
rash, headache, nausea, or dizziness — talk to your 
doctor. Your pharmadst can help too- The drug may 
6c discontinued* the dose, changed, of another drug 
substituted. 

Combining drugs. Consult your doctor or pharma- 
cist before you take two drugs together. If you're taking 
any medicines at all, don't drink alcohol without first 
asking your doctor. It could be dangerous. 

Storing medJcir^es. Ahvays read the labels on both 
OTC and Rx drup for tpcoMl storage imtructioor 
Some medidnes should no^Jbe kept in the bathroom 
medicine cabinet If the label uys, ''Keep in a cool, 
dry place,** the bathroom will be too warm and steamy. 
Some drug^ must be stored in the refrigeraior. 



way to keep p(^sonous products away from d>ikJrcn is 
to have one locked cabinet for medidnes and (Hhet:^ 
potentially dangerous diemicals. 

Be sure not to leave medidne out when you answer 
the telephone or the door. Put it away first or take it 
with-you. It only takes a moment for a child to swallow ' 
an overdose. * 

When yck give your children n>edicine, never refer 
to it as "'candy ^ or something else they Hke. Thef may 
try to get more of it wbeh they 'are ^kme. 

-Make wrt you always give your children exactly the 
right amount of medidne Some OTC drugs ^boukf 
never be given to chikhrn; (Hhers are especially de- 
igned for them Read the labels carefully, and confult 
jfoar pharmadst or doctor if you have questions. 

9 . . 



Dj(]erpts from FW Consumer. Deconbyi 973/ January 1974. 



A MINI LESSON FROM 



FDA 



n MDI01061CAL HEM.TH , 

Y - — . r 

Top|c; Non-Dtagnostic Radiation Safety 

levtl ; Middle and Upper Grades -^^ 

Objective; The students will Indicate an awat^'eness of sources of and 
protection fro« radiation exposur^ In their world. 

Skills; Research, coaparlsons, and Interviewing 

• kterlals; Student reading; "Radiation Exposure - A Balance Scale." 

Procedure; 

1. Discuss possible sources of radiation in our envlronaent, artificial 
and natural; i.e., aicrowave ovens, color TV sets, and radiation froa 
uraniun and thofiua in. the soil. Students who are Interested should 
research and report to the class on each of these. 

2. Survey the class to detenrlne how nny have seen or used a aicrowave 
oven, or eaten food fro« one. Those ovens of t6n found in cantems, 
snadc shops, etc. used for quickly wanrfng up fbods «rr sandwiches 

, are iricrowave ovens. 

3. When students have gathered informtion on these sources of radiation, 
have then read 'Radiation Exposure - A Balance Scale," and use the 
rtsk-benefit principle as it appMes to theie non-diagnostic uses or * > 
radiation. 



I 



Follow Up ; 

' ? 

1. Visit an appliance store to talk about ^nd gather consuMf InforMtlon 

. T ^ / 

(a) Color TV receivers ' -♦^ 

(b) Microwave ovens • 

(c) NBk^ electronic devices such as ultrasonic dishwashers 

-2. Find the certification label on color TV sets and aici^ve ovens. 

I. Contact the itate or local public health departaents tp deteriR^ne 
howvthe electronic equ1p«ent is regu>ated. 



It 



4. Interview your neighbors about their understanding^ about radiation. 

Code for test answers on papge 2^ a) false «) false c)true d) false 

U.S. DEPARTMENT OF HEALTH, EDOdiTIOT Ato-^&BLP ARE , Public Health Service 
PP^^ Food and Drug Administraticm, Of Ace of Professional and Consumer Progr 
t^yj^ 5600 Fishers Lane, HFG-1, RockvlUe, Maryland 20Q52 
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€vilMtt1ow: JJse the following for testing or dlsqBslon 

1. Discuss student obsenntlORS of the use of alcrowaye ovens In canteens 
and snack shops. 

(a) Uere Instructions to the. usee. on the alcrofave ovens posted? 

(b) If no Instructions mn ppste<), wis the Jilcromve oven being ' 
used properly? ^ 

(c) Has a telephone nijri>er to call for service or Maintenance posted? 

(d) Old the vlcrowave ovm users ^sure proper oven operatloo by folloiring 
these few s1^>1e precautions? Safety tips are: 

^ -* Follow aanufacturer's recoMended Instructions for 

operating procedures. 

Switch the oven off be^re opening the door. 

Report Immediately to a qualified servlgenn, dasage, 
ta^Mi^Dg, or spilled food. ^ 

DO HOT ^, 

,~ Insert objects through the door jrlll or around the 
door smI . ^ 

~ T»^)eir with or Inactivate the oven safety ti^terlocks. 

— Leave the oven with spilled food. 

2. True^Falst Statamnts ^ x 

/' ' ^ / 
(a) M1crG|#^ve ovens are not safe to use. - 

• , ♦ *• 

. (b) Sitting too close to a color TV set Is dangerous. 

' (c) People are «mstantly 'being exposed to radiation. 



(d) Use of rad1at1on*produc1ng equlpnent should be 
prohibited. 



Reference* 

^ludlatlon Exposure - A Balanced Scale" (attadted) 



31 



o 

ERIC 



RADIATION ^EXPOSURE - A BALANCE SCALE ^ 



All of ius have xised a teeter-totter ania^^fiKDst of us have used 
a baleuice scale at some tiiae. We kno%^ tjiat on a teeter-totter 
or a balance scale, one ^ side must be balanced against the other 
side to keep.it level. The mid-point on which the scale rests 
is called the fulcrum. The bal£mce seal* idea can be used to 
explain a difficult principle used by the Food and Drug Admin- 
^ istratioh to help people understemd 2a>out*the demgers.of radi- 
ation. It is called the risk-benefit principle. A radiation 
exposure scalq has risks on one side and benefits on the other. 
In the middle are 'the things which help to balance risk-s against 
benefits. - - 

Radiation Risks 

Radiation is a form of energy^^ It ^can come from m^ny soyirces 
including x-ray machines, fast cooking microwave oyens, and 
even ^rom color TV sets. Radiation is dangerous and there 
are risks to health from being exposed to it. For example, 
iM>st people know -that one of the dangers of long exposure to 
great aunounts of radiation can cause leukemia and other fdrms 
of camcer. ^^t can also daunage people Xn such a way, that \f 
they. becOTBe parents, their children could be born defective. 
X-ray machines must give off seme radiation, but the risk to 
health can be reduced if the aiK>unt of radiation is as small 
as possible and if it is usfed only when necessary. 

Microwave ovens can be totally safe if they are manufactured ♦ 
and used properly. As we shall see, the manufacturer is watched 
by the FDA, but the user is not. If a microwave ov6n is damaged, 
or if the door is not closed tightly, microwaves cam leak out. 
and "they can cause damage to body orgams. Experiitent^ with 
y^est amimals^ have shown that microwaves can cause cataracts of 
the eye. The mamufactorlng of color TV sets is regulated as 
well. There now seems to be no damger of radiation from color 
TV's spld,. since implei^ntation of the Radiation Control for 
Health and Safety Act of 1968. 

Radiation Benefits j 

To see what is on the other side of the scale, we roust look 
at the benefits of x ray. • The *dentist can use x ray to find 
tooth decay and other *dental problems which he cannot other- 
wise sea. A doctor cam diagnose disease, broken bones, sus- 
pected tumors, amd other serious physical conditions difficult: 
to identify and treat without " seeing them. 



7— :t 



Robert DeVore, "Diagnostic X Rays: How Safe ar'e They, 
PDA Consumer, (June, 1973), pp.. 4-7. 



sumer, (Ji 
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Microwave ovens nay bring great changes tn hcae cooking. With 

one hour. There are aany BK>re benefits of using radiation # 
but these few ^ should help you understand its ia^rtmnce. 

Balamcinq the Scale - . 

The K>st iflqek>rtant part of otir radiation exposure balance 
scale is that, piddle part, the fulcna. This fulcrua uses 
people, laws, and regulations t6 help balance the risks 
against benefits of radiation. > . ^ ^ 

The pe<^le \itiO can help lower the risk from, radiation, aire 
doctors, dentists, x-ray technologists, amd you. Doctors, 
dentists, and x-ray techQOlogists should use x ray only when 
necessatyy. Citizens like you can lower the risk by following 
sone sijQ>le rules. 

1. Let the doctor deci-de \^en you need x ray; do not 
depand it wi^ he does not prescribe it. 

2. Keep records of x ray^ you have had. 

3. Ask^ for protective shielding wten being x-rayed. 

When using a aicroi^ve^oven, be sure to follow the aatnufacturer 
directions, and only u)se it when the door is closed tight. Also, . 
keep the door seals clean. . 

Radiaticm is one 'of the aost unusual agents over %rhich PDA has 
responsibility. Radiation cannot be seen. Used properly, it 
contributes substantially^ to aan'f welfare. Used inappropriately, 
it can create serious risks to hwan health. The legislative 
responsibility for Electronic product radiation control, as well 
as the responsibility for ijq>rovJli^ protection in the use of 
radiation and radioactive aaterials, rests with the Bureau of 
Radiologic&l Health. This Bureau covers a wide ramge of subjects 
such as: 

— Radiation hazards. 

— Possible jgenetic effects of x raya* - _ 

— Diagnostic x-ray equi pion t . 

— Microwave ovens. 

— Col6r television receivers. 

— Industrial tadiation. 

— What consumers can do to help is^rove 
radiation protection. 



\ 
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' COSJCTICS ■ 



Topic ; New Regulations on Cosaetic Products. 
Levfel ; Middle and Upper Grades 
. OMective; The student will be able to: 
1. Define cosaetics in his own words. 



2. Identify cosaetic- like products which are regulated as a drug.' 

3. UndersUnd, in general teriRS, the FDA. cosaetic ingredient 
label reflation. 



Skills ; SuMBrizing, classifying, observing, and listening. 
Materials ; Two student readings; 
^ 1. 'A Revolution in Cosaetic Lebel Regulations* 

2. -What's a Cosaetic?" 
Fttfritfure ; , ' 

1. Read to the students, "A RevolutioirtTt Coiaetic Label Regulations." 
Have thea suaurize the article. 



2^ Regulations - If the class has studied FDA food labeling, have the 
students coapare and contrast cosaetic and food labeling regulation. 

3. List cosaetic products - Have the students brainstora for naaes of 
specific cosaetic products which are faalliar to thea froa their 
hoae, froa TV cooiercials, and other advertising. If they are having 
trouble identifying products, think about various uses of cosaetics. 
Record the list of products on the chalkboard or on the overhead 
projector. 

4. Classifying - After a long list of cosaetic products has been 
. Prepared; * 

a) Jointly work out a classification scheae Mhich win include 
all Iteas. One obvious classification }s based on the purpose 
of the cosaetic*. 

' b) Place the naaed products in the classification categories. 

O.S^ DEPARTlfENT Of HEALTH, EDDCATION AMD WELFARE, Public Health Service 
rood and Drug Adainistrationr Office of Professional autd Consuaer Prograas 
5600 Pishers Lane, HFG-1 , Rockville, Maryland 20852 
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5. Read to the students, "What is a Cosmetic?" Note, that" the tern 
"active ingredients" on the labet indicates that the prpduct is 
a drug. After list^ning to the article, have thea: 

a) Rephrase the defir^ition of cosnetics into their own wrds.* 

b) Explain why sam cosnetic-like products are actually drugs. ^_ 

c) Review the list to detennine if any of ^ products are ' 
actually drugs. 

Follow Up ; 

1. Have the students read cosaetic labels. 

2. Coapare warnings and cautjon infonlation. 

3. As coHpanies. change over to coaply with the new Ingredients labeling 
reflations,, have the children report on the appearance of the new 
label's. ^ r 

Evaluation : Use' for testing or discussion. 

1: WHte a definition Of a cosaetic' 

2. Select and discuss the correct answer. 

A. The FDA requires that all cosaetic products: 

(1) Make you beautiful. 

.(2) Show on their label the ingredients contained In the product. 
.(3) Can only be sold in drugstores. 
(4) Have the t^ra "active ingredients." 

B-y The tera "active Ingredient" on a product aeans that it is; 

i'l) Not to be put in the eyes. • ' 

(2) A drug. 

(3) Haraful. 

(4) ^Not for use on people. 

References ; The two student readings attache<Sare condensed froa the^articles: 
"An Overview of CosKtlc Regulations," FDA Consuaer , April, 1972. 
"He want you to know a^t cosaetics," DHEU Publication No. (FM) 74*5004. 
"A Revolution in Cosaetic Regulations," FDA Consuaer , April, 1974. 
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' ' — * :!A KEVOLmCW IH COSMIC UBEL REGDLAIIOWS" 

Tour Introduction to cosaetlcs ^ane the first tiae y<^r Mother used b'aby ^ 
powder on you. And today, if you'use toothpaste, shampoo, perfume, or any of 
the ■ore-thad 80 other types of products considered by the Food and Drug 
Adianistratlon to be cosaetics, you ought to know about the new regulations 
proposed by PDA. 

These regulations vill require that ingredient* be listed on cosaetic labelS. 
This will bring consiawrs more information about what they purchase and' will 
enable them to make value comparisons among cosmetic products 

Wheat flour, sassafras oil, and slippery elm bark may play aore of a iole 
la your life than .you'd suspect. The same is true of chocolate oU, stearic 
acid, glycerin, simefhicone dlsodium EDIA, and any of about 5,000 other ingre- 
dients used in cosmetics for men. women, and children. You've used many of these. 



In the proposed regulation you would no longer have to wonder 1«sfwhat it is ^ 
you're splash^g^ dabbing, rubbing, bru»hing> massaging, or saoothi:^ onto yotir 
body to improve your appearance. Cosmetics sold in this country would have to 
list the ingredients on the label. The ingredient that Is present in. the largest ^ 
Mount would be listed first and so on down the list. 

Tor so«e consuaers, a look at what goes into their cosaetlcs vUl b^e oerely 
Interesting. Sose will find such novelties, for Instance, as mistletoe, gold, ^ 
sliver, copper powder, tail oil, shark liver oil, and dandelion root, just to 
one a few attantion-getters. ♦ 

But the proposed regulation was not developed aefely to satis|^ consuaer 
oirloeity. It was issued^ under authority of the Pair^ Packaging and ^Labeling Act, d 
^ ifhlch was passed by Congress to help cotrnxsmexB aake value conparisons and to 

prevent deceptidn* It should be partictilarly helpful to consuaers who are allergic 
to certain Ingredients After a doctor detenaines what is cawing the allergy, ^ 
the consuBer would be able to avoid the Irritating si&stance by reading the labels 
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^^*f comMCics. 



Use Cosmelics>Vith Care 



Cosmetics are generally safe If used acc6rd- 
ing to the instructions on the label. Ba^ , 
cosMtics, like any other pnxkict, can be 
harwful if not used properly. \ 

Here are a few safety rules to re«eflaber 
when you*re using cosmetics: 

1. Before using any cos«etTt>. read the' 
labe^ carefully and follow directions exactly. 
Thisis especially inportant when using anti- 
perspirants, depilatory (hair-rewoving) prepar- 
ations, hair dyes and colors, ho«e pennarfents, 
skin packi. 

2. To determine whether you are allergic to 
a cosnetic, appl^ a snSll m)unt on the inside 
of your forearw. Leave it for 24 hours.. If you 
see any adverse effect {such as redness, blis- 
ters), don't u^e it again. In the case of hair 
preparations, do a "patch test" — using it as 
directed on one saall area oT the hair and 
scalp, to see whether there is an adverse ^ 
reaction — before using it for the entire area. 

3. If a cosmetic causes any adverse effectA_^ 
burning, "breaking out," stinging, or itching^ 
stop using It. If tne condition appears seri(^s, 
see yoiTdoctor. And to speed diagnosis, take 
with you the cosmetic you susp^^ has caused ^ 
the problem. ^, 

4. Wash your hands before applying a cos- 
metic, This prevents contamination from your 
hands spreading to the cosmetic and also pos^ 
sibly to a*sens1tive part of your body. * 

5. Close containers after each use to pre- 
vent contamination. Many bacteria grow more 
rapidly ^en expo^d. 

6. If^r borrow another person's cos- 
metics. You may be borrowing a contaminated 
cosmetic. There Is no way to tell jtist by 
looking whether a^smetic Is contaminated. 

7. When water must ^ added to a cosmetic 
before It can be used-such as cake eyeliner- 
It's a dangerous practice to substlti/te water 
with saliva. Some people actually spit into 
their cosmetics! Germs In saliva growVap- 

Idix In new environments outside the mouth. 

« 

8. ^ Don't expect a product to do the 
Impossible. For instance, a suoscreen pre- 
paration cannot protect yoiTlndeflnltely 
from harmful effects of the sun. Even If 
you do not bum, you can become quite sick 
from overexposure to the sun. 



9. Remember that no product is foolproof 
against allergies. "Hypoallergeitfc" me4ns 
there is less 1 ikelJh©o(f to allergic reaction, 
but there is no way to formulate a product to 
which someone, somewhere may not be allergic. 

10. Don't expect a cosmetic to cure a skin 
disease* While medicated cosmetics jnay help 
control certain problems, your best bet is a. . 
physician's advice and proper medication. 

11. Aerosol products should be used as 
directed on the label, in well -yentilated 
rooms to avoid inhalation. As with other 
products, follow exactly all directions, and 
warnings. 

12. Don't allow children to play for un- _ 
usually long periods (longer than a x^^aT * 
bath time) in bubb^ baths. Although bubble 
baths have been re^rmulated to be less 
irritatino. some ingredients use(j po form 
voli»1nou?T)ubbles are more irr/ti^ng than 
soap. Follow directions exactly on amounts of 
the product to be used. It may be wise to 
rinse children off after they have been 

*bathed fn bubble bath. ' ^ 

13. i^hen you plan to be out in direct simmer 
sun, you are wise not to use colognes, perfumes^ 
or aftershaves. This can maj^e your skin partic- 
ularly light-sensitive IfNthe applied areas 

and lead to splotching and irritation. 

14. Be extreciely cautious when using cos- 
metics around the eyes. Use only those label-ed 
for use in eye areas and be sure the products 
are kept clean and covered. If irritation* 
developes, see a physician immediately. 

.15. .Keep cosmetics away from children. 
Unsteady hands, sensitive skin, and creative, 
minds can cause injury. 

J 

In taking action* against a,cos»et1c, ^DA 
must flr^ decide whether the product is by 
law a cosmetic, or whether it actually is a 
drug. 
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Mhat You CaaiDo 

If you have an^ complaints about cosmetics— 
if you believe. tfie labeling is wrong, or if 
you have an adverse reaction— report it to the 
manufacturers and to FDA. Send your complaints 
to; 

Food and Drug Administration 

Division o^ Cosmetics Technology ,HFF-4 30 

200 C Street, S.W. 

Washington, D.C. 20204 



Ingredient labeling can be meaningful in preventing consumer deception by 
precluding produc^ claims that are unreasonable in relation to the ingredients 
present ^ by providing consuaers with additioijal inforaatloji that can con- 
tribute to a knowledgeable judgment regarding the reasonabl^ess of the price 
. of the product. 

^ '*Vhat ia sodium laureth sulfate and what's It doing in a cosmetic?" This 
ia just one possible question consumers are going to ask after seeing cosmetic - 
ingredie^s labeled. ( 

^lot of unfamiliar chemical terms are going to be on cosmetic labels. 
Consumers won't know what some of^em mean-let alone be able to pronounce 
them. It should provide a* real field day for chemistry "majors, but how will 
most consumers use the labeling? ^ 

First, people vlth allergies, if they see their doctor, will know which 
ingredients they should avoid. T6 them certain words— no matter how long— will 
quickly* come to me^ something. 

Other consuaers may decide to ask the manufacturer or FDA what general 
p^rpose a certain ingredfenfc serves, (By the way, sodlimi laureth sulfate is a 
cleaning and foaming agent for sbaapoos.) 

Most persons will become familiar with types pf in^^e<flents which are 
co«on to certain product categories simply by repetition— routine shopping 
comparisons. Because FDA has provided for standardizing a nime for each 
Ingredient, there is^o possibility that one Ingredient can be masquerading 
under different names from one product to another. (Lanolin oil, for lnstan«ie. 
vlll always go by the name "Lanolin OU," rather than by 15 other names that 
had been used amobg the inde for that Ingredient.) All manufacturers wUl have 
to use the same names for ingredients. 



• . . ' WHAT'S A COSMETIC? . / 

According to the-r«d^r«I^ Food, Drug, and Gametic Act, cosaetica are defined 

as: ' , . Vj 

1) Articles Intended J 

— to be nibbed, poured, sprinkled, or spi^yed ont j 

— introduced into, or 

otherwise applied to the Jiuaan body or any part thereof for 
cleansing, beaut if yit4^ promoting attractiveness, or 
altering the appearanfcj^^d ^ ^ - 

' 2) Articles intended for use as a conponent of any such articles; except 
tbar such tern shall not include soap* * - / - 

Jtaw^er^ cosmetics are also regulated as dtu^ when they, make any claia to 
alter ^ body function. Exa^)le: 

— a deodorant is regulated as a cosmetic, because it is intraded 
imly to prevent odor; but ^ \ 

^ an anti-perspirant la Sregulated a? a drug because it is intended 
to actually r^oce persp4^ratiopj which 1^ a noraal body function. 

If * cosMtic is also consldersjd a drug, the drug ingredients aust be listed 
Wore all other ingredients and follow the term "active ingredients. You 

^irtli find tUa, for'dnstance, on dandruff ahaapooa, aone toothpaste, Mti- . 

" ^j-nirants,^ aii^cre«n products; «d on all indicated cosaetlcs. 
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*A .MIN! LESSON FROM jFDA 

" ' A IgPORT TO FDA 



1c: Business letter to FM. 



Lewi : Middle and Upper Sra<les 

OMectlve : The student w1>l re»fr1te a business letter. He will prepare a 
letter, brtef and to the pofnt, using proper punctuation. and fona. 

The student will realize that he has the opportunity to report harwful 
' products* to the FM or otbwr appropriate consiaer protection agencies. . 

Skills : Letter writing,, reference. 

Materials ; * * . 

. - j1i«v Jones letter to FM (use instant ditto to duplicate) (page 3) 
- FDA CQNSUNER Ne«), "How You Can Report to FDA" (page 4) 
jMteply.froB FDA District Director of Compliance Branch jpage ^ 

ProceAnne; ' ^ > 

1, Provide -each -student with 01«v's letter to FDA. 

2. Post on^the bulletin board a copy of "How You Can Report to FDA." 

• i 3. Have the student? use the space between lines to correct errors, such as- 
_ j. •) eliminate useless — words, phrases, sentences. 

b) Bake changes In wording,, punctuation, fom. 

'I 

•4, Have the class check the local telephone directory. for an "FDA" address. 
/ , Look under: . N . 

/ y " "^-^ 

s •) U.S. Govenwent, * 

b) Departaent of Health, Education^ and Welfare, 

c) Food and Drug AMnlstr^tlon (FDA) 

5. Have students re-write the letter fro* Olipy Jones. 

6. S^re FDA's reply to Olnor with the class. Read to the class and post - 
on bulletin boards 



Cfidt: Teit answers - page 2 (1-d; 2-b; 3-a, c, d, e, g, j, 1) 



U.S. I^ARTMEWT OT HEALTH, EOOCATION AMD MELFARE, Public Health Serv»:e 
^' food and Drug AdainistratiMi, 'Office of Professional' and Consumer Prograas 
ERIC '^•^•r*. HFG-l ,. Rockville. NarylaAd 20852 / 



7. Discuss other hamful productSv4«h1ch coul d^pr shoul<M>e reportied to FM 
or other consumer protection agencies. If thej«ris-no local FDA office, 
deterwlne which agency could help a consiner:"^'' 

Fbllox'up: ^ , / ^-'K'' . 

1. Students practice skills In other writing exercised 



2. Students make reference to their responsibiliiy to report harmful . 
products to consumer protection agencies. 

' . ' - * 

3, Students seek information by writing lettel^ to manufacturers or govemmett 
agencies. They -share their replies with the class_ 

Evaluatioip ; 

Use the following for toting or discussion: 

1. Which of these should a corisuner contact if he buys an insanitary package 
of fresh ground beef? 

(a) The President ^ ^ 

(b)' The Food and Drug AAoini strati on * . 

• — ' . . . . . • , 
(c) Better Busfness Bureau 

(d) United States Department of Agriculture (USDA) ^ 

2. In a business letter to the FDA, which sentence is best: W < 

« 

* * * • 

(a) I went with ny Mother to buy some eggs, milk, tuna fish and bread. 

(b) Yesterday I bought a can of tuna fish that was spelled. 

(c) I saw a can of tuna fish at the store, but it was spoiled. 

(d) I went to the store but forgot 'to buy, tuna fish so I had to ga 

back later. - • . 

3. Chedc the unsafe or unwholesome products you should report to the Food and 
Drug AcWnfstration: ^ 

, (?) peanut butter (g) vaccine " 

(b) baby bed < . (h) infant sleepwear 

(cj aspirin (1) rpuftd steak ' 

^ (d) microwave ovens (j) candy bar 

, (e) suntan lotion tk) bicycle ' 

{J^^n '• ' * _»'(1) cereal 
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126 ClearvleM Rd. 
Greentown, Nd. 20853 
Oecari>er 9,, 1974 

rood and Drug A<ta1n^$tratioh 
5600 Fishers Une 
tockvl lie. Maty Imd 20852 

Dear Sir: . .. - . , 

'v ^ • • ^ " ' • ( 

Yester^k at 12:00 pn, I went to the store for Mother and boUght a can 
of green peins, r half gallon- of ■Ilk. and a package of motronl. When I got . 
him I noticed thl||||^ can of green beans was buldglng. Because we learned 
, about botulisw last week in school. I « worried thit this can of grwrla^ 
and others like It aaybe hanrful. ^ 

t 

The brand nan is Sorfrcro. and it is produced by Beanstalk Product Ihcor- 
ponted, Houston, Texas. It has these nuirt>ers on the lid: HU576-212-8162. The 
store i«Mre I bought it is Just down the street fro» ly house at 216 Clearvlew 
Rd. It Is called Johnson's Market. I have told Mr. Johnson about tile bulging 
of green beans and I returned the unopened can to hin. 
How will the FDA check to sake sure that other cans goods froii the saae 
oo^Mny are safe and will not poison anyone? 
Thanlc you. 

Sincerely, 

. • . 42 ' 



^ JiBtt Jones 

ERIC u«^jones 
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' DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 

PUMJC HEALTH SERVICE 
roOO AND DRUG AOMINtSTRATION ' 



District Office 
900 Hadlsoii Avenue 
Balltwre, Marylcnd 21201 



l)eceid>er 12 » 1974* 



Mr. Jtamy Jones ^ 

126 aesrvlev Soad ^ 

<^eentoim» Maryland 20853 

Dear Jlwy: 

s 

The lettej^'ufalch jojx sent to the Food and Drug Administration headquarters, 
office has been referred to the Baltlaore District Office which serves your 
'dty. I vant' to thank you for your proapt action In notifying both tBa 
store and TDk vhta you found a bulging can of green beans. Such prompt 
action cmi often help TDk In reaovlng harmful or defective products from 
the maritet* Tour letter contains all of tbe Information, we need to stsrt 
an iavestlgatlon. 

In your letter you ask for a d^crlptlon^ of what we will do as a result of 
your complaint. The steps In an FDA Investigation fall Into three kixSds of 
actions. Firsts' we will visit the store In an effort to locate all of the 
cans with this code. Usually this leads us to a warehouse and o$Mr stores 
lAlch sell this product. Second » we wlU collect cans with this code snd^ 
other socles of suspicious looking cans. Third » snd at the ssme time, 
otl^r investigators will visit the manufacturer to find out if there are ^ 
prpbiems in the food processing plant. 

Considers often help us In our of protecting people. 'By yobr actions 
you have Joined those efforts. Please accept my thanks. 



lat ^A^i 



Should you have further questions related to the products that FDA regulates » 
or should you wish FDA publlcstions address your letter of inquiry to the 
District Office which serves your geographic area. 

Sincerely » ^ ^ 



WILLIAM C. WHITE . « 
Director 9 Compliance BiQanch 
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' CLRRE.M AMD tSEFLL IXFORMATIO FROM THE FOOD A.ND DRUG ADMINISTRATION 



HOW YOU CAN REPORT TO FDA 



If you come acrow -a food, dnig, medical devxe ot 
cosmoiK that >ou believe ma> be nusiabeied. 
ur>-, or othcHfcjst hannfui, you »JJ pcrfonn a pubbc 
-scrvxt by repomng n lo the Food ki^ Dnig Adnua- 
istiaDOo 

Tb* infcrsution >ou iupp!v :o FD\ cas ard ohca 
docs lead 30 dctccLon and correa^-n of a >iol3iKn 
Masy producu have been recalled or rciDO%cd froa 
the market becaioc of action miaated b> a consumer. 

FDA cac'i lake icgaJ aoioo soJcJy 00 ibc basjs of 
yo\^ ccnpain;, ol course But h wiU mves^gaie 
prompcJv m accordance »ith the requirements of U>e 
law Am it a hazard b found, FDA *-ul seek co remedy 
the siruaiiOD %ttiuQ tft bouiKfe of the law 

Kere aie :omc guidelines to foUo» m reporting 
hazards to FDA. 

BEFORE YOC REFORT 

Before yog report 10 FDA about tlx possiWe hazards 
of « piftiduci, ask yourself these qaesl-kxis: 

■ Have I used the produa as labeled? 

■ Did. I fcHlou the uistnK:t«»s car^uil)'* 

■ Did an al]cr^ cootnbute tc^ard :Hc ba^s effect' 

■ NVas ibc prodiia old -ahcr, I opened it? 

Make sure youVc ukea alJ^the^e iar.ors mto con- 
udeiat*on before you report a possibie hazard to FDA 
The hazard may be m improper use of a prodtKt raiher 
than m ZB inhmnt defect. 

With a mediciae. for example, yoo may suspect the 
product IS harmful if you expeneiKe ao unusual reac- 
uofL You should rqxrr this to yohr doctor im^iediate^y'' 

But ihe reaqpOT may dk a "stde eff^" ctther than 
alS^todlcaIioo a defect It may not be ^^^essary to 
inforrn FDA about it. UMir phy^joan vnil-b^ ihc bcsi 



WHERE TO.REPORT 

You may refer your coniplanl in ^kr/ang or b> phone 
to the nearest FDA Fxki office or resident inspeciiOfi 



FDAj^ 10 Regbr.aJ ofF.ces, 19 District of^OL and 
97 resident mspectxH) staucms throughout the Unued 
States You can hnd :he address and phooe number of 
the tiCMtiX n> A offid? ut the teiephorie directory under 
U S dovemmcot. Department of Health, EducaiKto, 
and Nwfare. Food aad Drug Admimstratioo. 

If yltM wish, y^ may wnte about yodr oocn^amt 
darectty 10 FDA headquarters TW niinm k Wooi tmi 



Drvt A rtM i ato atkm, 5606 Hshen Lm^ RockrBe, 
MvyUad 20852. The comp^ni reach the c«rcct 

person , , > 

HQW TO RETORT 

Rcpon >our j^rie^ance as soon as possible after tt 
occurs Give your ixame, address, telepsooe number, 
and directKjQs on hew to get to your bcsjc of* piacc 
oi busmess. 

Slate rlea% whit appears 10 be wron^ 

Dcscnbe m as mi^ dctaJ as possible the label erf 
the f>roduct Grve any code marks that appear on the 
^container For exampk. |narkings. 00 canoed fop<b 
are usually Embossed or stamped on the lid. 

Give the name aad address of the store where the 
art^ w» bougb^and the date erf pttchase. 

Save whatever nmams of the suspect prodt^ or 
the empty container for your doctor's guidance or pos- 
sible cxammatioo by FDA. 

Retain any uoopet^ conraiom of the prodtia ycnj 
bought at the iame time 

If an m'jMiy is involved. !ce y^jr pbys^ian at oocc. 

ftepon the su'pcc: product to the manufacturer, 
packer, or distributof sbown on thi labd. and to Ujc 
store where yoo >c«jght 

FDA has lixtahd junsdxajon over certain^ coosaxner 
products If y<Ki have comj^amts- about any of the 
following these arc the Federal^ a^cnoci to mfonn 

■ Suspected fahc advcrtiiing — Federal Trade Com- 
misMon • 

■ Meat and pou^rry product* — VS Department cf 

A ^culture. 

■ SanitaiKMi of rcstaorams — local health authorities 

■ P^ucts made atHi soid exdu^veiy witlsn a State^ 
ioeat or State Health Depanrtient or sumiar law en* 
fonement agency. 

^ Suspected illegaJ sak of narcotics or da&fcrous drugs 

(such as stimulants^ drpcessants. atzd hallocioogefts)— 
Drug Eriforce*r,mt Admtmstratton,US Department 
^Juitue- 

■ U«^icited producu hy mail— 1/5 Postal Service. 

■ A c ck temal pciionmp^oison Conxrol Centers. 

■ Dispensing practices of p^iannaaiu and dmg ^tkxs 
— State Board of Pharmacy 

■ Pesticides, air and wat^ poOotioQ — Envtrowtemai 
protection Afency, 

■ Hazardous househqiU products aad tay%-^ons»imer 
Product Safety Commisston. 
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Today's FDA 

^ The food you boy ia • japennvkeL Is it vBtl 

The wy^NCJUifsiJOB Bedkane you boy m yov 
drog ^ore. Does s work? 

The color TV yoo havt m your Ihing roooL 
Does k pvc off too nodi ndtukn? 

These m sooie of the issoes dut people todty 
sre coocerBed sbotif 

Ajid these « the iaues that the Food and 
Dmg A dainisuab op deab with every day. 

FDA is oo the job, every day, carrying out to 
rrtpomibiimrs oo behalf ol the American pobtic, 
to asMre chat foods are safe, that me dici n es do 
work, that coksr TVs are s^. And more. 
VirtuaDy every product yoo see in a sdpeftearket 
or drug storejs regulated by FDA. 

Here are some facts about FDA, its activities, 
and ho«r they relate to -your personal safey in 
today s complex marketplace. 



FDA pef fo r ms tean dreds oC acthritics to help 
the pidto and to protect ooosomers. Some of 
these activities are: 

• FDA iospeGts plants vheie foods^ drags, 
cosmetics or other prodBCts are ande or stored to 
mdce swe good practices Me being observedL 

• FDA reviews and ap p m^ oew (tog apjpb- 
MioBs and food adAive petkions before new 
drags or new food addkives can be used. 

• FDA approves every batch of insidia and 
antSiioties. and moat ooksr adAives bHA they 

can be used. x 

• FDA sets studaids for connoc i prahicts. 



such as foods that are made aocbitl in g to a set 
re^ (peam^ boticr. for exalte). FDA tests 
products lo assure they aaect Government 
standards^ 

• FDA is tnrmtrf*^ a tjengm of afl prcacrip- 
tion and noHireicripfioo m e i& cmrs , bioiogical 
drafs and vteriaary dratginow on the market. 
The goal is to make sure they are sale, cfiectivc 
and property i^bclt^d 

• FDA dt. » tl op s wgu l Btin u i for ptoper label- 
ing. For I iBBiplf. FDA dswiopcd new regnla* 

on tabdmg on mnqr loods. 

it i i£u i a>n to 




appfoval 10. 
of ooccscv nuritv 



wiMtron 

do 



FDA carries out the reqyonsibitities assigned to 
it by the Congress. Four laws «itfaorl2e the 
majority of FDA activities: 
, • The Federal Food, Drag and Cosmfffir Act 
requires ihu foods be safe and wholesome. th« 
drags be safe and effective, and that c osmet ics and 
medical devices be safe. AO these prohtcts must 
be property labeled. 

• The Fair Pack^ing and f abrling Act 
requires that labeling be honest and informative, 
so that shoppers may easOy det e r mine the best 
vahie. 

• The Radiation Control foi^ lUh mid Safety 
Act protects consumen from nmurm ary 
^xposzre to racfiatioo from x-ray marhines and 
consomer prtxlocts soch as microwave ovens 
and color TVs. _ 

• The Public Heakh Servke Act establishes ^ 
FDA's authority over yaccines, scrtims and o0er 
biologicai procfaicts. It also is the basis for FDA*s 
programs on mEk t^mraiinn^ shriifish santtanon, 

restanram operations and imerstate travd 
fadlkies. 

Many misconcepcioQS exist ^xxit FDA*s legal 
a&tfhonty^ 

*^FDA can present sotee products from betog 
sold umil they are proveo^^afe. Ex^i^^es m 
new drags and new f 

FDA cmmat prtvem an dbscrti^Qioas person 
from selling some products, nch as worthkm 
medical devices or harmful cometics, imtzl afl9 
they «e actually marketed Tb bmden is oo 
the FDA to prove such pro(hias are worthless 

FDA g^pally can act Miy gainst prodixts 
ioU ui inteA^ ^^ nmny fr . A prodoa made 
and sold soldywOina state ttsuaOy most be 
r^ulficid by that itme. 

FDA can initiate removal of a prudact from 
the Huaket wto new srimrific evsdeoce reveab 



un a cceprabl e or uneaqiected risks. For example, 
FDA banned hex a cfato rophcn c as an active 
ingfedieot based on new evidence showing an ' 
imaccepcable risk. 

FDA camwt rtcaO a prochict. It can ask a 
mamifactnrer to do so, however, under the tlrat 
of legal action. 

FDA can go to court io seize ilegal products 
ttd to p r ose c ta e the mamifacturer, packer or 
shyper of adutontad or mtslahrifd products. 

FDA can take action agamst false and 
Busleading labeling on the products It regulates. 

FDA camwt control the pcke of any protet 

FDA cannat dtrectty r^ulau the adveitismg 
of any product except pre scripti oo drugs. 

FDA cannat rcfalme dgaietta. / 
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